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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 . Claims 1, 6, and 8-11 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Barrett (US 5,935,096). 

With regard to claims 1, 6, and 8-11, Barrett discloses a device comprising a 
lumen (13) extending within, wherein the lumen terminates at the distal tip (18) of the 
device (column 4, lines 24-32; Figure 2B). The increase in diameter of the lumen, as 
shown in Figures 7A through 7D, is either gradual (Figure 7B) or stepped (Figures 7A, 
7C, and 7D). Furthermore, the outer diameter of the device body is substantially 
constant (Figures 7A through 7D). 

The introductory statement of intended use ("for injecting a foldable IOL into 
eye") has been carefully considered but deemed not to impose any structural limitations 
on the claims of patentably distinguishable over Barrett's device, which is capable of 
being used as claimed if one desires to do so. 

2. Claim 14 is rejected under 35 U.S.C. 102(b) as being anticipated by Green (US 
6,471,708 B2). 

Green discloses a device for injecting an IOL into an eye comprising a lumen and 
plunger (column 2, lines 54-57; column 3, lines 13-15). The lumen (18) extends 
throughout the length of tubular member (22) and terminates at distal tip (28) (Figure 1). 
The IOL is directed into the eye through distal tip (28) (column 6, lines 63-67). The 
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plunger (32) is further disclosed as engaging and pushing the IQL through the distal tip 
and into the eye (column 4, lines 19-31). This is accomplished wherein the plunger is 
advanced into the lumen (column 4, lines 28-31). As shown in Figure 1, the diameter of 
the plunger tip (36) is smaller than the diameter of the lumen to produce a close, sliding 
fit. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 1, 7-9, 12, and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Stevens (US 3,386,438). 

With regard to claims 1, 7-9, 12, and 13, Stevens discloses a cannula 
comprising an inner lumen terminating at an open tip (column 2, lines 28-39). Stevens 
teaches. that a cannula is associated with other devices, including a syringe, so that it 
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would have been obvious to for the cannula of Stevens to be incorporated with a 
syringe (column 1, lines 23-25). The cannula, as shown in Figure 1, discloses the 
lumen as gradually increasing in diameter toward the distal tip (1 1 ). The diameter of the 
outer body increases along with the increase in diameter of the lumen (Figures 1 
through 4). Additionally, Figure 4 discloses a step in the lumen increase in diameter as 
indicated below. 

The introductory statement of intended use ("for injecting a foldable IOL into 
eye") has been carefully considered but deemed not to impose any structural limitations 
on the claims of patentably distinguishable over Stevens' device, which is capable of 
being used as claimed if one desires to do so. 




° I ste P I PeteraSteueris, 

6. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stevens 
(US 3,386,438) in view of Barrett (US 5,935,096). 

Stevens discloses a device comprised of an inner lumen increasing in diameter 
toward distal tip. However, if applicant were to argue that Stevens does not explicitly 
disclose wherein the increase in diameter is stepped, Barrett also discloses a device 
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comprising an inner lumen that increases in diameter toward distal tip. As shown in 
Figures 7A, 7C, and 7D, the increase in diameter is disclosed as stepped. Since this 
embodiment is known in the art and the instant disclosure describes this parameter as 
merely preferable and does not describe it as contributing any unexpected result, this 
parameter is deemed a matter of design choice (lacking in any criticality) and well within 
the skill of the ordinary artisan, obtained through routine experimentation in determining 
optimum results. Therefore, it would have been obvious to one of ordinary skill at the 
time of the invention for the lumen of Stevens to be distally expanding in a stepped 
configuration. 

7. Claims 1, 4, 5, 14, 16, 17, 20, and 21 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Stevens (US 3,386,438) in view of Callahan (US 
2005/0033308 A1). 

With regard to claims 1, 4, 5, 14, 16, 17, 20, and 21, Stevens discloses a 
cannula comprising an inner lumen increasing in diameter toward a distal tip. Stevens 
teaches that a cannula is associated with other devices, including a syringe, so that it 
would have been obvious to for the cannula of Stevens to be incorporated with a 
syringe (column 1, lines 23-25). 

Stevens does not specifically disclose the syringe as comprised of a plunger. 
Callahan discloses a device for inserting an IOL into a patient's eye ([0016]). The 
device comprises a syringe (101) having a plunger disposed within the lumen of the 
syringe (Figure 1 3). Additionally the plunger has a longitudinal shaft and diameter 
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smaller than the diameter of the lumen as shown in Figure 1 3. Since Callahan 
discloses the use of a plunger in a syringe for inserting a material into an eye, it would 
have been obvious to one of ordinary skill in the art at the time of the invention for the 
syringe of Stevens to comprise a plunger. 

8. Claims 1-5, 14, 15, and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Green (US 6,471 ,708 B2) in view of Stevens (US 3,386,438). 

With regard to claims 1, 4, and 5, Green discloses a device for injecting an IOL 
into an eye comprising a lumen and plunger (column 2, lines 54-57; column 3, lines 13- 
1 5). The lumen (1 8) extends throughout the length of tubular member (22) and 
terminates at distal tip (28) (Figure 1). The IOL is directed into the eye through distal tip 
(28) (column 6, lines 63-67). The plunger (32) is further disclosed as engaging and 
pushing the IOL through the distal tip and into the eye (column 4, lines 19-31). This is 
accomplished wherein the plunger is advanced into the lumen (column 4, lines 28-31). 
As shown in Figure 1 , the diameter of the plunger tip (36) is smaller than the diameter of 
the lumen to produce a close, sliding fit. 

The distal tip of Green comprises a cannula (28) (column 6, lines 63-67). 
However, Green does not specifically disclose the lumen as increasing in diameter and 
terminating at the distal opening of the cannula. Stevens discloses a cannula 
comprising an inner lumen terminating at an open tip (column 2, lines 28-39). The 
cannula, as shown in Figure 1, discloses the lumen as gradually increasing in diameter 
toward the distal tip (11). The diameter of the outer body increases along with the 
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increase in diameter of the lumen (Figures 1 through 4). Additionally, Figure 4 discloses 
a step in the lumen increase in diameter. The increase in diameter of the lumen 
disclosed by Stevens minimizes friction between the device and tissue that reduces 
associated pain. Therefore, since this configuration is disclosed as advantageously 
reducing pain, it would have been obvious to one of ordinary skill at the time of the 
invention for the device of Green to incorporate a distally expanding lumen. 

With regard to claims 2 and 15, the device disclosed by Green comprises a 
loading bay (void 66) in which an IOL is inserted for proper implantation within the eye 
(column 5, lines 14-25). 

With regard to claims 3 and 19, the device disclosed by Green comprises a 
compressor drawer (compressor 40) with a leading edge (interior wall 62) to engage 
and compress the IOL (column 4, lines 56-60; Figures 6A through 6C). * As shown in 
Figure 1, the compressor is adjacent the loading bay (66). 

9. Claims 18 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Green (US 6,471,708 B2) in view of Stevens (US 3,386,438) and Barrett (US 
5,935,096). 

With regard to claim 18, the combination of Green and Stevens discloses a 
device for inserting an IOL into an eye, wherein the device comprises a lumen 
increasing in diameter toward distal tip. However, this combination does not specifically 
disclose the outer diameter as substantially constant. Barrett also discloses a lumen 
increasing in diameter toward the distal tip. As shown in Figure 7B, the outer diameter 
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of the device is substantially constant along where the lumen diameter increases. 
Therefore, since this embodiment is known in the art and the instant disclosure 
describes this parameter as merely preferable and does not describe it as contributing 
any unexpected result, this parameter is deemed a matter of design choice (lacking in 
any criticality) and well within the skill of the ordinary artisan, obtained through routine 
experimentation in determining optimum results. Therefore, it would have been obvious 
to one of ordinary skill at the time of the invention for the lumen of Green to be distally 
expanding while the outer diameter of the device remains substantially constant. 

With regard to claim 21, Stevens discloses a device comprised of an inner lumen 
increasing in diameter toward distal tip. However, if applicant were to argue that 
Stevens does not explicitly disclose wherein the increase in diameter is stepped, Barrett 
also discloses a device comprising an inner lumen that increases in diameter toward 
distal tip. As shown in Figures 7A, 7C, and 7D, the increase in diameter is disclosed as 
stepped. Since this embodiment is known in the art and the instant disclosure 
describes this parameter as merely preferable and does not describe it as contributing 
any unexpected result, this parameter is deemed a matter of design choice (lacking in 
any criticality) and well within the skill of the ordinary artisan, obtained through routine 
experimentation in determining optimum results. Therefore, it would have been obvious 
to one of ordinary skill at the time of the invention for the lumen of Stevens to be distally 
expanding in a stepped configuration. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy T. Lang whose telephone number is 571-272-9057. 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



The examiner can normally be reached on M-F 8:30am-5:00pm. 
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